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Remarks 

to this response, Applicants have amended Claims 34 to be more clear. 

ttRTECTlON TTPJDER 35 U. S-C. S 102(e)/ § 103 
. Applicants respectfully maintain the position that the Hoffmann reference (U.S. 
Patent No: 6,358,924) is not a 102 or a 103 reference.. Section 103 (c) prevents a potential 
102 (e) reference from being.piior art for 103 purposes if the prior art subject matter and the 
. claimed invention were, at the time .the invention was made, owned by the same person or 
. subject to an obligation of assignment to Ihe same person. 35 U.S.C. 103(c)(1). 

in this case the prior art subject matter and the claimed invention were subject to an 
obligation of assignment to EliLilly and Company at the time the invention was made. 
Applicants therefore, request reconsideration and withdrawal of this rejection. 

hi the event the Examiner is using the Hoffmann reference as a 102 (e) reference for 

anti^ 

noteveryelement^^^ 

focuses on GLP peptides that bind surfactants with high affinity which are useful for oral 
absorption and long term storage. The pH range that Hoffmann discloses is specifically from 
6 5 to 9 0 and preferably from 7 to 8. (See US 6,358,924, col. 2, lines 12-13). Hoffman 
oisclosesmEx^ 

presence of a small amount off a surf actant, became and .emained hazy, (See US 6,358,924, 
isroissmginHoffmann. The MPEP states that when the prior art discloses a range wmch 

^^^^--^"* te<, * , T adran^e 

L*er facts of^ 
^losedwi^^^^ 



PAGE 911 1 * RCVD AT 9120/2005 5:18:24 PM [Eastern Daylight Time] « SVR:USPTO-EFXRF-6/25 * DNIS:2738300 • CSID:317 276 5172 * DURATION (mm-ss):02-38 



LILLY PATENT DIVISION Fax:317-276-51 72 Sep 20 2005 16:21 P. 1 0 

Serial No. 09/868,974 

One factor Oat plays a role m me stability of GLP-1 fonnulations is die mamteaance 
of pH at a prescribed level. Specifically, the present inventors have found ^hat 

and maintaining thepHof I 
advantageous. Typical peptide formulations have a more neufra pH i of 7 £ 
or an acidic pH. Furthermore, a composition containing a GLP-1 that has a 

pH in the range of about 6.8 to about 7.5 exhibits less physical stebility than a 
composition of a GLP-1 molecule containing a V^^^^^^^ 
range of about 8.2 to about 8.8. A preserved formulation which has a pH of less ttian . 

. abSoten^ 

peptide formulation. Conversely, a formulation which has a pH greater than about 8.8 
S to S decreased chermcalstabUity. Therefore, me invention cpn^ 

optimal-chemical and physical stability of the GLP-1. molecule. (Page 6, line 28 to 
page 7, line 9. See also Examples 1 and 2.) 

Thus, the described pH range of about 8.2 to about 8 r 8 provides a stable sdlution formulation 
that is not disclosed in Hoffmann and therefore, cannot be. anticipated by Hoffmann. 
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STTMMARY AND CONCLUSION 

Applicants, respectfully assert that the application is in conditioner aHowance. The 
claims are novel and clear in their meaning. 

,' TJ, for any reason, the Examiner feels that a telephone conversation would be helpful 
xpediting the prosecution of this case, the Examiner is urged to caU me. 



me; 



Respectfully submitted, 



Gregory A. Cox 
Attorney for Applicants 
Registration No. 47,504 
Phone: 317-277^620 



Eli Lilly and Company 
Patent Division/GAC 
P.O. Box 6288 . 

Indianapoiis, ladiana 46206r6288 



-7- 



PAGE 11/11 * RCVD AT 9/2012005 5:18:24 PM [Eastern Daylight Time] 1 SVR:USPTO€FXRF-6/25 * DNIS:2738300 * CS!D:317 276 5172 1 DURATION (mm-ss):l 



